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fougera®

DIFLORASONE DIACETATE
OINTMENT USP, 0.05%

[ﬂ only
FOR EXTERNAL USE ONLY NOT FOR OPHTHALMIC USE

DESCRIP‘I"ON Difl di ins 0.5 mg difk di in an oint-
, difiorasone diacetate is 6a,9-diftuoro-118,17,21-trihyd thyly
dwno-:l one 17.21- di'gcetta;e with the moleculay bﬂmla 25&(:{20; md amolecular vmgm
| formula is

Eachgramoidiﬂ di i ical X 05rngd|ﬂor

m an oi base ising of propyl gtycnl glycoryl monostearate and

CLINICAL PHARMACOLOGY Topical cort ids share ant-infl Y. anti-pruritic and
vasoconstrictive achons

Tho ol ant-infl Y actmty of the topical corticostercids is unclear. Various lab-

oratory inchydi assays, are used to pare and predict p

and/or dmml efﬁcaues 01 the topical corticosterolds. There is some evidence to suggesl that a

n.wl p and th efficacy in man.

Pharmacokinetics: Tho axtant of to i ids is deter-

of topical cor
mined by marny factors including the vehicle, the mlagmy of the epidermal barrier, and the use of
occlusive dressmgs
Topical corticosteroids can be absorbed from normal intact skin. lnﬂa_rm\auon and/or other dis-

ease p in the skin i absarption. Occl
mcreasa the percutaneous absorption of toplcal cort: Thus,
ic adjunct for d (See DOSAGE ANB'ADMlN-

ISTRATION )
Once absorbed through the slan, topncal conti ids are through phar kinet
pathways similar to sy corti ids. Cort: ids are bound 1o plas-

in varying deg Theynr boll pnmanrymmehveranduomenexcmed
bytheludneys Someow\etopncalco. ids and their are also d into the

INDICATIONS AND USAGE: Topucal corticosteroids ara indicated for the relief of the infiammato-

QONT&INMCATIONS Top-cal stermds are conualndu:ated in those patients with a history of
hypersansmmytoanyom of the prep .

PRECAUTIONS: General: S i ion of topical corti d ibl
hypomalamc-plmary -adsenal (HPA) axis suppression, manifestations ol Cushmgs syndrome,
gly ¢! iain some patients.

Condrhons whnch ption include the application of the more potent
steroids, use over Ia.rgo surface areas, prolonged use, and the addition of occlusive dressings.
Therefore, patients recemnq a large dose of a potent topacal stermd avplied to a large surface
area or under an g should be ity for of HPA axis sup-

pression by using the urinary free cortisol and ACTH stmulations tests. If HPA axis suppression
1s noted, an attempt should be made to withdraw the drug, to reduce the fvaquency of application,
of to substitute a less potent steroid.

Racovery of HPA axis function is generally prompt and complete upon d inuation of the drug.
Infrequently, signs and symptoms of steroid withdrawal may occur, requiring supplemental sys-
temic corticosteroids.

' . Children may absorb proportionally larger opical cort ids and thus be more

sus:ep!ible to systemlc tumty (See PF CAUTIONS Pednamc Use)

:utsd topical should be d and appropriate therapy insti-

In the p: of der logical infections, the use of an appropriate antifungal or antibacterial
{over)




e

agent should be instituted. 1t 2 favorabia responsg does not oocur promptly, the corticosteroid
shoutd ba discontinued until the infoction has been adequately controlled, . o
Information for Patients: Patients using topical corticosteroi should receive the following infor-
mation and instructions:
1 Thismsdbaﬁonishbetsodasd’vectedbymephysician. lrisbrenemallseomy.kvoc‘d

ith the

zPauemss'waboad'viseanmousamismequsmbvanyaisorueromermanmmcn
it was prescribed, -
s.mevqaledsma(eawdnolbeﬁ.",‘nr-* i d of wrapped as to be

unless by the phy d .
4. Puatients should report any signs of local adverse feactions especially under occlusive dress-

g' - - 3
S. Parents of pediatric pat should be advi nonousob'gm-ﬁmng diapers or plastic pants
pnaehﬂdboingvearodhmediapernlea,asﬂ\esega:mnsmayconstinneocdtsivedres-

Impairment of Fertil; = Long-term animal studies have not
the o ozt-ne effoct on fertility of topical corticos-

women
P 2ppliad corticosteroids, Theretore, topical corticosteroids should be
usad bgpfognam;zjzi!me potenﬁa!beneﬁtiusﬁﬁesmepotenﬁal fisk to the fatus.
Nursing Mothers: 1 IS not known whether topical administration of corticosteroids could resufy in
sufficient systamic absorption to produce detoctabla quantities in breast mik. sttmnnw admin-
istered corticosteroids a6 socreled into breast mitk in quantities not likety to have a laterious
offact on the infant N cauth shomabem'dsodwhenlop-cajcorﬁcostemidsare
i A s
Atric Use: Pediatric pationts demonstrate greater suscept; 'lryro!opk:alcombosbmid-
induced HPA axis DTS Sk anznﬁy hing's ﬂnnmmPatiaanecausaolnhly-
wshhmcoaleambodyw' ! rato.
Hypothatamic-pitui drenal (HPA) axis Suppression, Cushing's Syndrome, and intracraniat
rtension have been feported in pediatric patients feceiving topicaf corticosteroids,
i tions of adrenat Suppression in pediatric patients include linear growth retardation,
i pla isol levels, and abs; of to ACTH stimulation,

Mai_lﬂﬂ:dsmﬁons of intracranial hypertension incldy butging fontanelles, headachas, are oo
Papilladerna. .
Administration of topical cortic ids 1o pediatric pati should be kmited to the least amount
compatible with dan sgacﬁvo thempfuuc regimen. Chronic corticosteroid therapy may interfere with

owth and development of children,
ADVERSE REACTIONS: The loilowing local adverse reactions have been feported with topicaf
corticosteroids, but may occur morg frequently with the Use of occlusive dressings. These reac-
tions are fisted in an approximate decreasing order of occumrence;

9.

1. Buming - Perioral dermatitis
2. Mching 10.  Allergic contact dermatitis
3. imitation 1. Maceration of the skin
;. sS 12 sS:ﬁondary infactions
3 itis 13. i
6. Hypertrichosis 14, Stiae
7. Acneiform eruptions 15, Miliaria
8 Hypopigmentaﬁon

OVERDOSAGE: Topi applied corticosteroids €an be absorbed in sufficient amounts 1o 0-
dou.:)ce emic effacts (& EEECAUTIQNS). Fr

E AND ADMINISTRATION- Diflorasone diacetate ointment should be applied to the

a edareaasamhﬁlmfromonetomrseﬁmdajry‘, ing on the ity or resi

nature of the condition, '

Occlusive dressings may be used lor the N of iasis or recalci conditions.

If an infection develops, the use of occlusive dressings should be discontinued and appropriate

antimicrobial therapy initiated.

:&V SUPPLIED: Diflorasone Diacetate Ointment USP, 0.05% is availabie in the following size
s tube

NDC 0168-0243-15 15 gram
NOC 0168-0243-39 30 gram tube
. NDC 0168-0243-60 60 gram tube
Stofe at controtied T00m temperature 15° 1o 30°C (59° to 86°F). Keep tightly closed,

E. FOUGERA & Co.
a division of Altana Inc. 1243
MELVILLE, NEW YORK 11747
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4 0168-0243-30'
NDC 0168-0243-30 P oniy FOR EXTERNAL USE ONLY |

fougera®

DIFLORASONE DIACETATE
OINTMENT USP, 0.05%

- of children, . -

NET WT 30 grams

NOT-FOR OPHTHALMIC USE | ™

ougera®

- DIFLORASONE |
DIACETATE =

USUAL DOSAGE: Apply (o affected area 1 to 3 times daily.

See package insert for full prescribing information.

Store at controlied room temperature 15°-30°C (59°-86°F). Keep tightly dlosed.
IMPORTANT: The opening of this product is covered by a metal tamper-resistant
seal. f this seal has been punciured of is not visible, do not use and return
product to place of purchase.

v+ the cap and place the puncture-top onto .
;. the tube. Push down firmly until seal is
oopen. o il sl

. Toclose, sorew the cap back onto the -

E.FOUGERA & CO.
a division of Alana Inc., MELVILLE, NEW YORK 11747
NDC 0168-0243-30 *~'Each’ gram” contains: 0.5 'mg : -

E]only
fougera® |

DIFLORASONE DIACETATE

-, difforasone diacetate in a vehicle -

- -consisting” of propylene glycol, -

- glyceryl monostearale’ and white -
petrolatum. o

B

70 IC0G

OINTMENT USP, 0.05%
ltem# :IW4486

Pharma :#189

Die SIZE:1.2187" x 1.0° x 5.3125"
Colors: Black, Process Yellow

TOOPENTolero ot lheoaal. reverse -

[
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¥ To168-0243-3

NDC 0168-0243-30 Bonly | FOREXTERNAL USE ONLY

f__—_ ®  NOT FOR OPHTHALMIC USE
M era i WARNING: Keep out of reach

) of chlldren.

DIFLORASONE DIACETATE | . ™™
OINTMENT USP, 0.05% - NETWT 30 grams

USUAL DOSAGE: Apply to affected area 1 to 3 times daily. AR
See package insert for full prescribing information. .." TOOPEN: To puncture the seal, reverse

'DIFLORASONE
DIACETATE
USP,0.05% - - [

ougera®

Store &t controlied room temperature 15°-30°C (59°-86°F ). Keep tightly dosed. " the cap and place the puncture-top onto

IMPORTANT: The opening of this produdt is coverad by a metal tamper-resistant the tube. Push down firmly until seal is

seal. If this seal has been punctured or is not visible, do not use and return - open.. .

;’?uiz:;“ of purchase. ' T%:lose, screw the cap back onto the

. COo. NI
adigsbn o!fﬁll‘ana Inc., MELVILLE, NEW YORK 11747 ! lul I ) o o
NDC 0168-0243-30 B on L. Each- gram contains: 0.5 mg
® y = dﬂorlas;::ne g;mtatey'ln a \;'ehiclle

i consisting propylene glycol,

TO_LIQ era ' glyceryl monostearate and white
i. petrolatum. o

DIFLORASONE DIACETATE BT N

OINTMENT USP, 0.05% i~ NETWT 30 grams

N T S

Pharma :#189

Die SIZE:1.2187° x 1.0" x 5.3125"
Colors: Black, Process Yellow

ltem# :IW4486




DIFLORASONE |
DIACETATE

]

! |

: ¥ 0168-0243:153
NDC 0168-0243-15 Blonly | ForexremiAL uss owy | :
fougera® ARG op o |
DIFLORASONE DIACETATE el
OINTMENT USP, 0.05% NET WT 15 grams

LS(MLOOSAGE:WMuu!wSMdiN.
| g."‘.inatl [ ibing nformat ). Keap

&t controded room temperature 15°-30°C (50°-86°F). tghty dosed.
I MPORTANT: Tha opering of s productis covered by & metal teaperrecmmnt |
| seal. lf thin seal has been punciured o is not viskile, do not use and return
i
I

product to place of puchase,
E. FOUGERA & CQ.
& division of Akana ic., MELVILLE, NEW YORK 11747

fougera® | oonsieting_ of p

i glyoeryt vmmntuﬁ; and
DIFLORASONE DIACETATE
OINTMENT USP, 0.05%

NDC 0168-0243-15 [a only SI;:fhng\:m Aoom:.tn;.‘ .o.ih Ic";g

oeol, |.
_vlhllo

ltem# :1U4485

Die Size:1.063" x .875" x 4.250"
Pharma: #188

Colors: Black, Process Yellow
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0168-0243-1

NDC 0168-0243-15 monly £ :&R&%ﬁgt& : I g
f_—° ! a4
rougera WARNING'::Moima;h : K gE
DIFLORASONE DIACETATE . © "™ gg
OINTMENT USP, 0.05% NETWT 15 grams | B3
| | 100 e v 3 - Tooren: it |
—+ R R, | EENEEET
j  Productioplace of purchess. g-':nmmuhwhdwou
I & Gasson of Ahana b, MELVILLE, NEW YORK 11747 R ] :
NDC 0168.0243-15 Blonly | Sen,um, s 08 ma
i fougera® | mm::,m:fz::: :
. DIFLORASONE DIACETATE ™™ i
OINTMENT USP, 0.05% NETAWT 15 grams

ltem# :1U4485

Die Size:1.063* x .875" x 4.250"
Phama: #188

Colors: Black, Process Yallow
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‘E. FOUGERA & CO.
-a division of Altana Inc.
MELVILLE, NEW YORK 11747

NDC 01 68-0243-60

fougera®
DIFLORASONE DIACETATE
OINTMENT USP, 0.05%

FOR EXTERNAL USE ONLY
NOT FOR OPHTHALMIC USE

USUAL DOSAGE: Apply to affected area 1 to 3

times daily.

'See package insert for full prescribing information.

WARNING: Keep out of reach of children.
.TO OPEN: Use cap to puncture seal.

IMPORTANT: Do not use if seal has been
punctured or is not visible.

T Ty
' u I
'

:"Ij."-.vehlcle conslstlng of propyleri‘a
- glycol,’ glyceryl .monostearate

ERRE Storo at controlled room
temperature 15°-30°C (59°-86°F)
---Keep tightly closed. .

: See crimp of tube for -

“Lot o. and Exp Data

ng/oé
3

0168-0243-

Rem# :X4487
Pharma :#233

Die Size: 1.125" x 6.00"
Colors: Black, Process Yellow

6.000




3.468

6.000

NDC 0168-0243-60 T TR NSRRI Tyt .
' ® '
Tougera  Bach, grar taine !
! A s s o
DIFLORASONE DIACETATE ;:ymca'e ms;‘no ‘L'np"i"'"'f"" Y 9
: . glycol ¢ monostearate 3 .
OINTMENT USP, 0.05%  Sdwhiopetaanm e |
FOR EXTERNAL USE ONLY R R L :
NOT FOR OPHTHALMIC USE NET&WT 60 grams k ;
USUAL DOSAGE: Apply to affected area 1 to 3 57 Store at controfled room
times daily. temperature 15°-30°C (59°-86°F). ;
‘See package insert for full prescribing information. - Keep tightly closed. - :
'WARNING: Keep out of reach of children. - See crimp of tube for S
-TO OPEN: Use cap to puncture seal. .. Lot No. and Exp. Date :
IMPORTANT: Do not use if seal has been 4487 : ':_ Rg/gs '
Ipunctured or is not visible. . Bt oy :
-a division of Altana Inc. i :
‘MELVILLE, NEW YORK 11747 : N 0168-0243-60 3 '

ltom# :X4487 :

Die Size: 1.125" x 6.00* '

Pharma :4#233 :

: Colors: Black, Process Yellow '

i >




NOC 0168-024390 "~ """ T
fougera®

%DIFLORASONE DIACETATE
OINTMENT USP, 0.05%
OR EXTERNAL USE ONLY

OT FOR OPHTHALMIC USE

lUSUAL DOSAGE: Apply to affected area 1 to 3
times daily.

See package insert for full prescribing information.
WARNING: Keep out of reach of children.
{TO OPEN: Use cap to punclure seal.

IMPORTANT: Do not use it sea! has been r

Punctured of is not visible.

|E. FOUGERA & CO. .
la division of Altana Inc, X
IMELVILLE, NEW YORK 11747

IIIIIIII Iﬂjl!

0168-

“difiorasone :. ~diacetate - In a
vehicle -consisting ‘of pmpylene
glyool -glyceryl’ monostearale

IIHIIII]

43-30s

J&i T

\n
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—————

item# W4486
Die Size:.875" x 5.25"
Pharmma #189

Colors Black, Process Yellow

-~ 5.250
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;f ugera®
DIFLORASONE DIACETATE

OINTMENT USP, 0.05%

FOR EXTERNAL USE ONLY
NOT FOR OPHTHALMIC USE

!USUAL DOSAGE: Apply to affected area 1 1o 3
times daily.

$See package insert for full prescribing information.
WARNING: Keep out of reach of children.

|TO OPEN: Use cap to puncture seal.
IMPORTANT: Do not use if seal has been
Punctured of is not visible.

|E. FOUGERA & CO.
\a division of Altana Inc.
IMELVILLE, NEW YORK 11747

 diflorasone * dlacetate - In " a
-vehicle “consisting-of propylene
glycol, -glyceryl” monostearate

t &&é.mis -30°C (59°-86 F)
i temperature 15°. °F).
vt .- Keep tightly dosed. -
L5 See crimp of tube for -
. Lot No. and Date " -

|

0168-

TR

item# W4486
Pharma #189

Die Size:.875" x 5.25°
Colors Black, Process Yellow

5.250




NOC 6168:0243-15

fougera®

DIFLORASONE DIACETATE |
OINTMENT USP, 0.05%

FOR EXTERNAL USE ONLY
NOT FOR OPHTHALMIC USE

LSUAL DOSAGE: Apply to affected area

1 to 3 times daily.

E:e package insert for full prescribing
lormation, :

MWARNING: Keep out of reach of children.
ITO OPEN: Use cap to puncture seal.

3 No end
IMPORTANT: Do not use il ceal has 8 =
been punctured or is not visible. , .- "I" ”ll Y -
le.muczmaco 2
Inc. [ :

lMELVILLEo’NEw YORK 11747 * 0 168-0243-1

- 4.000

Item# U448S

Die Size: .750" x 4.0"
Pharma #188

Colors Black, Process Yellow

&vaJ




2.281

Iougero

DIFLORASONE DIACETATE ;
OINTMENT USP, 0.05%

FOR EXTERNAL USE ONLY
NOT FOR OPHTHALMIC USE

USUAL DOSAGE: Apply to0 affected area
11 to 3 limes daity.

oo package insert for tull prescribing
or mation.

JARNING: Keep out of reach of children.
ITO OPEN: Use cap to puncture seal.

MPORTANT: Do not use if ual
n punctured or is not visible.

|E. FOUGERA & CO
la division of Atana
IMELVILLE, NEW YORK 11747
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Item# U448S
Pharma #188

Die Size: .750" x 4.0"

Colors Black, Process Yellow

4.000




